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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

Receipt of RCE, amendment and remarks all dated 12-23-05 is acknowledged. 

Claims 1-3, 6-20 and 25-40 are pending in the instant application. Claims 28-36 
and 38-40 have been withdrawn as being non-elected. Claims 1-3, 6-20, 25-27 and 37 
are considered for examination. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 12-23-05 has been entered. 

Response to Arguments 

Applicant's arguments with respect to claims 1-3, 6-20, 25-27 and 37 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

Claims 1-3, 6-20, 25-27 and 37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 96/031 13 (WO) in view of US 2002/0102301 to Schwarz and US 
6,221 ,391 to Rouffer. 

Instant claims are directed to a self-emulsifying drug delivery (SEDD) system 
comprising an extremely water-insoluble lipophilic active agent, a fatty aid, a surfactant 
and polyvinylpyrrolidone (PVP), wherein the molecular weight of PVP is about 2,500 to 
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about 20,000 and the weight ratio of fatty acid to PVP is 2:1 to 1 :3. Dependent claims 
further limit the ratio of surfactant to PVP; recite specific surfactants, fatty acids, active 
agents etc. 

WO '113 teaches a SEDD system for increasing bioavailability of water insoluble 
or oil soluble drugs, comprising the 0.1% 1 17% drug, 2% to 50% of a solubilizer, 10% to 
55% of an emulsifier and oil (claim 1 and pages 6-7, page 8, lines 14-24). Particularly, 
WO '113 teaches the claimed emulsifiers (page 7) and their solubilizers include fatty 
acids such as oleic acid, linoeic acid (lines bridging pages 7-8). The percentages of 
drug, solubilizer and surfactant taught by WO are within the claimed range. Further, WO 
also teaches the claimed surfactants such as polyoxyethylene glycerides (page 7). WO" 
1 13 teaches oral administration of the composition in the form of gelatin capsules (page 
8, lines 25-28). WO does not teach PVP of the instant claims and also fails to teach 
specific drugs of claim 20. However, WO suggests that the composition can be used 
with any active agents such as protease inhibitors or other active agents (page 10). WO 
further teaches addition of antioxidants such as BHA, ascorbic acid etc. 

Schwarz teaches pharmaceutical self-emulsifying composition for delivering 
biologically active agents or hydrophobic drugs that have low solubility and increasing 
the sustained release of the drug by incorporating a water-swellable polymer into the 
composition. The composition of Schwarz comprises drugs or active agents such as 
coenzyme Q10, indomethacin, vitamins etc (examples), oils, fatty acid esters, mono and 
diglyceride, fatty acids etc (0010, 0018). Schwarz teaches addition of surfactants such 
as sorbitan derivatives, PEG stearate, PEG-glycerides etc (0011). Among the water- 
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swellable polymers, Schwarz teaches cellulose derivatives, acrylic polymers, 
polyvinylpyrrolidone, gums etc (0021). Examples (tables 1-7) of Schwarz particularly 
recite PVP K-25, which is also described as one of the suitable polymers in the instant 
application. The examples of Schwarz recite PVP in concentrations less than the 
percentages claimed in the instant. 

Rouffer teaches self-emulsifying compositions in soft-gelating capsules, for 
hydrophobic drugs such as ibuprofen, comprising a polyoxyethylene derivative of castor 
oil as a solubilizer or emulsifier, castor oil and a polyvinyl pyrrolidone (examples). 
Rouffer teaches that PVP is a complexing agent that prevents re-crystallization of the 
drug (ibuprofen). Rouffer teaches employing PVP in the molecular weight range of 2000 
to 1 ,500,000 daltons, having both low and high molecular weight (2000-3000, referred 
to as K-12 and7000-1 1, 000, referred to as K-17), and in an amount of 15% to 20% (col. 
3, lines 1-20), which is within the claimed range. 

Accordingly, it would have been obvious for one of an ordinary skill in the art at 
the time of the instant invention to add PVP having a molecular weight between 2000 
and 1,500,000, in the self-emulsifying drug delivery system of WO for complexing, 
stabilizing and aiding in the sustained release of a hydrophobic drug because Schwarz 
teaches that PVP is water-swellable that forms a gel, upon dissolution of which the 
emulsified drug is released at a regulated rate and Rouffer suggests that PVP 
complexes with insoluble drugs and prevents their re-crystallization. Therefore, one of 
an ordinary skill in the art would have reasonably expected to control the release rate of 
a hydrophobic as well as prevent its re-crystallization in the self-emulsifying system of 
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WO. While the references fail to specify the claimed ratios of surfactants with PVP, the 
examples of Schwarz and Rouffer recite the amounts of PVP and surfactants that fall 
within the claimed ratios. Absent any evidence of unexpected results with the claimed 
ratios, optimizing the amounts of PVP and fatty acids depending on the drug, dosage 
form and other parameters, so as to achieve a self-emulsifying composition that is 
stable would have been within the scope of a skilled artisan. Claim 37 recites "for 
parenteral", which is an intended use and accordingly carries no patentable distinction. 



Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Lakshmi S. Channavajjala whose telephone number is 571-272-0591 . The examiner can 
normally be reached on 9.00 AM -6.30 PM 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Thurman K. Page can be reached on 571-272-0602. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). 
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Examiner 
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